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DRAFT 2/10/98
Billing Code 6355-01
CONSUVER PRODUCT SAFETY COWM SSI ON
16 CFR Part 1700
Proposed Rule: Requirenments for Child-Resistant Packaging;
Mnoxidil Preparations with Mre Than 14 ng of M noxidil
Per Package
AGENCY : Consuner Product Safety Conm ssion.
ACTI ON: Proposed rule.
SUMMARY: The Conmm ssion is proposing a rule to require child-
resi stant (vcr") packaging for mnoxidil preparations containing
more than 14 ng of mnoxidil in a single package. The Conmm ssion
has prelimnarily determned that child-resistant packaging is
necessary to protect children under 5 years of age from serious
personal injury and serious illness resulting from handling or
ingesting a toxic amount of mnoxidil. The Comm ssion takes this
action under the authority of the Poison Prevention Packaging Act
of 1970.
DATES: Comments on the proposal should be submtted no later
t han [insert date that is 75 days after publication in
t he FEDERAL REQ STER].
ADDRESSES: Comments should be mailed to the Ofice of the
Secretary, Consuner Product Safety Conm ssion, Washington, D.C.
20207, or delivered to the Ofice of the Secretary, Consuner
Product Safety Conm ssion, Room 502, 4330 East-West H ghway,

Bet hesda, Maryl and 20814-4408, tel ephone (301)504-0800. Comments
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may also be filed by telefacsimile to (301) 504-0127 or by email
t 0 cpsc-os@cpsc.gov.

FOR FURTHER | NFORVATI ON CONTACT: Suzanne Barone, Ph.D., Division
of Health Sciences, Directorate for Epidemology and Health

Sci ences, Consunmer Product Safety Conmm ssion, Washington, D.C
20207; tel ephone (301)504-0477 ext. 1196.

SUPPLEMENTARY | NFORNMATI ON: :

A. Background

1. Rel evant Statutory and Requl atorv Provisions

The Poi son Prevention Packagi ng Act of 1970 ("pppan"), 15
U S.C. 1471-1476, authorizes the Comm ssion to establish
standards for the “special packaging" of any household substance
if (1) the degree or nature of the hazard to children in the
availability of such substance, by reason of its packaging, is
such that special packaging is required to protect children from
serious personal injury or serious illness resulting from
handl i ng, using, or ingesting such substance and (2) the special
packaging is technically feasible, practicable, and appropriate
for such substance.

Speci al packaging, also referred to as “child-resistant (CR
packaging," is (1) designed or constructed to be significantly
difficult for children under 5 years of age to open or obtain a
toxic or harnful amount of the substance contained therein within
a reasonable time and (2) not difficult for "normal adults" to
use properly. 15 U S. C 1471(4). Household substances for which

the Conm ssion may require CR packaging include (anong other
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categories) foods, drugs, or cosnetics as these terns are defined
in the Federal Food, Drug, and Cosnetic Act (21 U S. C 321). 15
U S.C 1471(2) (B). The Conm ssion has performance requirenents
for special packaging. 16 CFR 1700.15, 1700.20. Under these
requi rements, nost special packaging nust be child-resistant (85
percent of a panel of 200 children cannot open it wthout a
denonstration and 80 percent cannot open it wth a denonstration)
and senior-friendly ("sr") (90 percent of a panel of 100 adults
ages 50 to 70 nust be able to open the packaging).

Section 4(a) of the PPPA, 15 U S.C. 1473(a), allows the
manuf acturer or packer to package a nonprescription product
subject to special packaging standards in one size of non-CR
packaging only if the manufacturer (or packer) also supplies the
substance in CR packages cf a popular size, and the non-CR
packages bear conspicuous |abeling stating: “This package for

househol ds wi thout young children." 15 U S.C 1473(a), 16 CFR

1700. 5.
2. Munoxidi
Topical mnoxidil is a liquid nedication that is applied to

the scalp to stinulate hair regrowth for individuals with a
common form of genetic hair |oss (androgenetic alopecia). In
February 1996, the Food and Drug Administration ("FDA") approved
the sale of topical mnoxidil as an over-the-counter ("oTc") drug
available without a prescription. There is also a tablet form of
mnoxidil for treatment of severe hypertension that is available

only by prescription. Like nmost oral prescription drugs, the
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prescription formof mnoxidil nmust be in special packaging. 1s
CFR 1700. 14(a) (10). However, special packaging is not required
for topical drugs unless the Comm ssion takes specific action to
require it.

Topical mnoxidil first becane available by prescription in
1988. The OTC preparation is currently marketed as a two percent
solution in 60 percent alcohol, propylene glycol, and water. The
package instructions direct the user to apply one mlliliter (20
mlligrans of mnoxidil) to the scalp twice a day. This
application generally must continue for four nonths for there to
be any noticeable hair growth. Continuous application is
necessary to maintain the newy grown hair. The nost preval ent
package size contains 60 mlliliters of the preparation (1200
mlligrams of mnoxidil) which is a 30-day supply if used as
directed. (2)! On Novenber 14, 1997, The FDA approved for OIC use
a 5% mnoxidil solution for nen. The package size is also 60
mlliliters, and the recomended dosage is one mlliliter (50
mlligrans of mnoxidil) applied twice a day. The total contents
of the package is 3000 mlligranms.

The Conmission is aware of ten manufacturers that have FDA's
approval to market the OIC two percent mnoxidil solution. In
addition, the Conm ssion knows of six other conpanies -- probably
repackagers or relabelers -- that sell the OTIC m noxidil

formul ation. The year after FDA approved OIC status for topical

" Number in parentheses refer to docunents listed at the end
of this notice.
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m noxidil preparations, retail sales of topical mnoxidil were
about s$200 mllion (approximately 8 mllion packages). (3)

Topical mnoxidil formulations are generally packaged either
for men or for women. Although the fornulations are the sane,
the packaging and instructions are different. Al the bottles
the Comm ssion is aware of are secured with child resistant
("CR'), senior friendly ("SF") continuous threaded closures. In
addition to the primary closure, the packages the Comm ssion
staff examned contain one or nore applicators that are intended
to replace the primary closure once the product has been used for
the first tinme.

The Conm ssion staff exam ned nine topical mnoxidi
packages for nmen. These packages contained dropper applicators.
In six of these, the droppers were CR/'SF, the other three
droppers were non-CR  Four of the packages for men also
contained a netered finger nechanical sprayer applicator
(hereafter referred to as a "finger sprayer") in addition to the
dropper applicator. The finger sprayer releases the solution in
a mst which the package insert claims may be nore useful than a
dropper for broader areas of hair loss. None of the finger
Sprayers are CR. (4)

Hair |oss for wonmen occurs as a thinning of the hair over a
broad area on the top of the scalp rather than at the vertex.

Al four of the topical mnoxidil packages for wonmen that the
staff examned contained the metered finger nechanical sprayer

applicator. Two products for women included a CR/ SF dropper in

- 5-

51



addition to the finger sprayer. Three packages for wonmen
included an extender attachment to fit onto the finger sprayer
applicator allowing the solution to be applied closer to the
scal p than the punp spray alone woul d manage. Neither the
finger sprayers nor the extenders in the packages intended for
Women were CRr. (4)

3. CR pPackaging for Applicators

Because the topical mnoxidil formulations are packaged wth
applicators intended to replace the primary closure of the
product after its first use, the question arises whether the
applicators thensel ves must be CRif the Comm ssion requires CR
packaging for the product.' The Conm ssion has not previously
addressed this issue.

Under the PPPA, a "package" is the "inmedi ate container™
that holds a substance when it is located in the househol d.
Specifically, the term"package" i s defined as:

the inmediate container or wapping in which any

househol d substance is contained for consunption, use,

or storage by individuals in or about the househol d.

15 U.s.c. 1471(3). Cearly, the focus of this definition is on
how the product is packaged in the home where it is "contained
for consunption, use or storage" rather than its packaging in the
store. This is fully consistent with the purpose of the statute,
to reduce child poisonings from availabl e househol d substances.
The exclusions fromthe definition of "package" al so

indicate that Congress was concerned with the package as
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mai ntained in the hone. Congress excluded containers used only
to transport the product. Thus, "package" does not incl ude:
(A) any shipping container or wapping used solely
for the transportation of any household substance in

bulk or in quantity to manufacturers, packers, or

processors, or to wholesale or retail distributors

t hereof, or

(B) any shipﬂing container or outer wapping used

by retailers to ship or deliver any househol d substance

to consunmers unless it is the only such container or

W appi ng.
| d.

The legislative history of the statute also supports the
view that the "package" includes applicators intended to be used
as closures in the home. The Senate Commerce Conmittee Report
notes: "The term 'package' was defined here to [sic] in order to
make explicit that special packaging refers to that package in
whi ch the substance is kept in or around the house." S. Rep.
845, 91st Cong., 2d Sess. 9 (1970).

Thus, the Conm ssion believes that when an applicator is
packaged with a product that requires CR packaging and the
applicator is intended to replace the original closure of the
packagi ng, that applicator nust also be CR  This does not nean
that every applicator packaged with a substance requiring CR
packaging must itself be CCR It is permssible for an
applicator, such as a dropper, to be packaged with a product so
long as the applicator cannot be used to replace the origina

cl osure.
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Early in the Commssion's admnistration of the PPPA, the
staff recognized the potential problem posed by applicators used
to replace original closures. Accordingly, the staff advised
t hat dropper bottles are not excepted fromthe ppPA’s
requirements. In 1974, the staff advised the Arizona State Board
of Pharmacy that if a manufacturer of prescription drugs
di spensed with droppers could not provide CR closures
incorporating the dropper, the drug could be packaged with a
conventional CR closure acconpanied by a separate non-cl osing
dr opper. (See letter to Alifred J. Duncan, Executive Secretary of
the Arizona State Board of Pharmacy from Robert Poth, April 11
1974.) This position was reiterated in an internal staff
menor andum stating "when a prescription drug is packaged in a
dropper bottle, it is the dropper bottle that is the 'package'
and any packaging exterior to this cannot be considered the
'package.' " The neno continues: "[Ulntil special packaging is
available for the dropper unit itself, manufacturers should place
the drug in a specially packaged bottle, with a separate dropper
provided for proper admnistration of the drug. However, in our
view, the separately provided dropper should not contain a cap,
since the consumer would be apt to use the dropper and
nonconpl ying cap permanently, and discard the special cap."®
(Menmo from Poth and Lenberg, June 12, 1974.) The staff discussed
this position with staff at the FDA a few nmonths later. The FDA

staff agreed with the Conm ssion staff's approach. ( Mermor andum
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of neeting between FDA and CPSC representatives, Cctober 15,
1974. )

Because the Comm ssion has not previously addressed this
question explicitly in a regulation, the proposed rule that the
Conmi ssi on i ssues today expressly states that applicators
packaged with topical mincxidil that are intended to replace the
original closures would be required to be CR and SF. The
Conmi ssion recogni zes that its other rules, such as the rule
covering oral prescription drugs, do not contain such a
provision. \Wen previous special packaging rules were issued,
few packages contained applicators intended to be used as
closures. Thus, previous rules did not expressly state that such
applicator closures are "packages" under the PPPA In order to
clarify the issue, the Conm ssion proposes to include such a
statement in the proposed rule for mnoxidil. The lack of such a
statement in previous PPPA rules is not to be construed to mean
applicator closures are exenpt from special packaging
requi rements. As stated above, the Comm ssion agrees with the
staff's longstanding interpretation that special packaging
requirenents extend to applicators intended to replace prinary
cl osures when used and stored in the hone.

B. Toxicity of Minoxidil

The Commission's Directorate for Epidemology and Health
Sciences reviewed the toxicity of mnoxidil. This includes both
information concerning the therapeutic ingestion of prescription

mnoxidil tablets to treat hypertension and ingestion of topica
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m noxi di | . In either form when it is ingested, mnoxidil is
rapidly and al nost conpletely (over 95 percent) absorbed by the
gastrointestinal tract and is distributed systematically

t hroughout the body. In contrast, mnoxidil is very poorly
absorbed through the skin, and insufficient |evels of m noxidi
reach the bloodstream to cause effects on vascular and cardiac
function. This is why a topical solution of two percent
mnoxidil is considered safe when used on the skin as directed
but can be harnful if ingested. (2)

The tablet formof mnoxidil is prescribed for use as an
anti hypertensive drug. It lowers blood pressure by relaxing the
smooth muscle of the arteries. The body's nervous system
responds by causing the heart to beat faster (tachycardia and
with nore force (increased cardiac output) to conpensate for the
drop in blood pressure. Minoxidil tablets are typically used in
conbi nation with a B-adrenergic bl ocki ng agent and a diuretic to
maximze its effect on blood pressure while mnimzing associated
side effects (the cardiac response and retention of fluids).(2)

The nost promnent effects from therapeutic ingestion of
mnoxidil are increased heart rate, increased cardiac output and
decreased blood pressure. Wen blood pressure becones abnormally
| ow (hypotension), it can lead to lethargy and |ightheadedness
with the possibility of danmage to the heart and other tissues
with high oxygen demand, if left untreated. Less frequent
effects include salt and fluid retenti on and edema, aggravation

of angina, and pericardial effusion (massive fluid accumulation
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around the heart) in patients with renal inpairment. Repeated
I ngestion over several nonths can produce hypertrichosis
(overstinulated hair growth) particularly to the face and to a
| esser extent to the linbs and scalp. Less severe synptons of
nausea, headache, fatigue, and dermatol ogic reactions have been
occasi onal | y reported. (2)

Prescription mnoxidil is available as 2.5 ng, 5 ng, and 10
myg tablets. The effective dosage is usually between 0.2 to 1
mg/kg/day (roughly 5 to 40 ng/day for an adult) depending on the
i ndividual and the desired antihypertensive response. Use in
children has been Iimted with a simlar effective body weight-
normal i zed dose range as adults (0.2 to 1 mg/kg/day). Because of
possi bl e adverse effects, the nmaxi mum reconmended daily
t herapeutic dosage is 100 ng in adults and 50 ng for children
under the age of 12.(2)
c. Incident Data

The staff reviewed several sources for information of
adverse health effects fromingestions of minoxidil. These
sources are the American Association of Poison Control Centers
(vanpcc") , the FDA Spontaneous Reporting System ("Srs"),
published reports in the nedical literature, and reports from the
injury surveillance databases naintained by the Commission. The
most commonly cited injuries are prolonged hypotension and
tachycardia that require hospitalization. There were reports of

two deaths associated with mnoxidil overdose.
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aapcc Data. The AAPCC collects reports nade to

participating poison control centers throughout the United
States. A retrospective study eval uated AAPCC records of al

m noxi di | exposures from 1985 through 1991. (The study did not
di stingui sh between ingestions of mnoxidil tablets and topica
solution.) During this time period, 285 incidents were reported.
About half (51 percent) of these occurred in children under six
years of age. Most of the 285 incidents were reportedly

acci dental ingestions (80% and some involved co-ingestions (21%
of other substances. The nost frequently reported adverse
effects from 16 incidents involving noderate to severe poisoning
wer e hypotension (69%), tachycardia (38%), and lethargy (31%
with 44% requiring nedical treatnent. Mst of the nore serious
poi soni ngs were intentional ingestions (69% and involved co-
ingestions (81%. It was not reported how many of these
incidents occurred in children. There was one reported death
caused by an intentional ingestion of mnoxidil with other
vasodil ators, and acetaminophen. (2)

CPSC obtai ns annual AAPCC data on pediatric exposures to
children under six years of age. Four accidental ingestions of
topical mnoxidil liquid were reported in 1995. (Prior to 1995,
topical mnoxidil was not given a specific code within the AAPCC
database.) None of these four incidents led to serious toxicity.
In 1996, the nunber of reported cases increased to 43. One of

t hese exhi bited noderate effects.
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Because incidents involving mnoxidil tablets (rather than
topical solutions) are coded in a category that includes "other
vasodilators," it is not possible to isolate incidents specific
to minoxidil tablets. There were two chil dhood ingestions of
"ot her wvasodilators"™ reported in 1995 that resulted in a noderate
toxicity. (2)

EFDA/ SRS Dat abase

The SRS is a database maintained by the FDA for reports of
adverse reactions detected after a drug goes on the market. Drug
manufacturers are required to report any known incidents of
adverse effects associated with their products. However, the
incident reports are not verified by the FDA, and therefore, the
adverse effects may reflect underlying diseases or reactions to
mul tiple drugs.

There have been 16,795 SRS reports on topical m noxidi
between 1983 and March 1997. Most of the reported adverse
effects were dermal reactions to excessive application of topical
mnoxidil to the scalp. However, FDA specifically cited five
overdose ingestion cases involving topical mnoxidil. Three of
these led to serious outccmes. (2)

One of these cases was a suicide in which an adult male
ingested the contents of five bottles (6 grams in 300 m) of
topical mnoxidil and died. No other details were provided. A
second case was an adult male who mstakenly ingested 15-20
(300 - 400 ng) of topical mnoxidil and experienced fainting,

severe hypotension, cardiac effects, and acute renal failure.
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The person was taking anti-hypertensive nedication at the tine of
the poisoning but no other details of his prior nedical condition
were cited. The third case was an ingestion of topical mnoxidi
by a two-year-old child. She was found with an enpty bottle that
had been full earlier. She was admtted to an intensive care
unit in a lethargic state with a pulse of 160 (above nornal
range) , blood pressure of 106/60 (wWithin normal limts), but was
di scharged the same day. The anount of mnoxidil actually

i ngested was never established. (2)

In addition, two possible childhood ingestions of topica
mnoxidil were reported in SRS to result in hospital visits. In
both incidents, no adverse outcones were recorded but the
children were retained at the hospital for observation. Wile
the children gained access to the nedication in these cases, the
hospi tal suspected that no mnoxidil was consumed. (2)

CPSC _Dat abases

CPSC has several dat abases for poison incidents. The staff
reviewed cases from 1988 to 1997 in the National El ectronic
Injury Surveillance System ("NEISS"). NEISS nonitors emergency
roomvisits to a statistically-based sanple of selected hospitals
t hroughout the United States. One childhood poisoning case
associated with mnoxidil was reported in the NEISS database
during that time period. This was an ingestion of an unknown
quantity of topical minoxidil by a tw-year-old male. The child
was seen in an energency roomwith normal tenperature, pulse,

and respiration and was released the same day without treatnent.
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It is not known whether the mnoxidil package was secured with a
child-resistant closure at the tine of the incident. (2)

The staff also reviewed cpsc’s Injury and Potential Injury
| nci dent ("1PII") files of consumer product-related incidents
reported through letters, telephone calls, nedia articles and
Death Certificate files of consumer product-related deaths.
There were no mnoxidil-related injuries or deaths found in these
dat abases for the 1988 to 1997 tinme period. (2)

Medical Literature

Five case reports of injuries followng mnoxidil ingestion

were found in the published literature. Two cases involved young

children. In one instance, a two-year-old ingested an
unconfirnmed nunber of mnoxidil tablets. In the second instance,
a three-year-old swallowed an estimated [-2 mlliliters of three

percent mnoxidil solution (30-60 mlligranms). Both children
were seen at hospitals experiencing noderate tachycardia but no
other reported abnormalities. The three other reports were
intentional ingestions by adults of mnoxidil tablets (one case)
or two percent liquid (two cases). The latter two cases involved
consunption of several hundred mlligrams of mnoxidil (10-20
ng/ kg) along with alcohol and, in one case, several other
substances. The clinical courses were simlar. A few hours
after ingestion, each individual was admtted to a hospital
usually in a disoriented and unresponsive state. They becane
noderately to severely hypotensive with tachycardia and el evated

cardiac output. Medical treatnent was admnistered and the
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patient's cardiac and vascular signs eventually nornalized over
the next 36 to 72 hours. In each instance, it was concluded that
mnoxidil was primarily responsible for the observed effects, and
that co-ingested substances were not consuned in anounts
sufficient to cause the reported symptoms. (2)
D. Level for Regulation

The Commission is proposing a rule that would require
speci al packaging for mnoxidil products containing nore than 14
mg of mnoxidil in a single package. This is based on the
maxi mum recommended therapeutic dose of mnoxidil for an adult.
The 14 ng dose level corresponds to 1.4 mg/kg for a 10 kg child.
The equival ent mnoxidil dose for the average 70 kg adult woul d
be approximately 100 ng. The regulated dose |level is expected to
reasonably protect children under five years of age from serious
personal injury or illness. (2)
E. Statutory Considerations

1. Hazard to Children

As noted above, the toxicity data concerning ingestion of
m noxi dil denonstrate that mnoxidil can cause serious illness
and injury to children. Moreover, it is available to children in
OTC topical mnoxidil preparations. Although as far as the
Commission is aware, all primary product containers for topical
m noxidi |l products currently use CR packaging, all applicators
are not CR  Sone packages contain applicators neant to be used
as closures after first use which are not CR  The Conm ssion

prelimnarily concludes that a regulation is needed to ensure
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that products subject to the regulation, including applicators
intended to be used as closures, will be placed in CR packaging
by any current as well as new manufacturers.

Pursuant to section 3(a) of the PPPA 15 U S C 1472(a), the
Commi ssion prelimnarily finds that the degree and nature of the
hazard to children from handling or ingesting mnoxidil is such
that special packaging is required to protect children from
serious illness. The Conmi ssion bases this finding on the toxic
nature of mnoxidil products and their accessibility to children
in the hone.

2. Technical Feasibility,-Practicability, and Appropriateness

In issuing a standard for special packaging under the PPPA
the Conm ssion is required to find that the special packaging is
“technically feasible, practicable., and appropriate.” 15 US.C
1472(a)(2). Technical feasibility may be found when technol ogy
exists or can be readily devel oped and inplenented by the
effective date to produce packaging that confornms to the
st andar ds. Practicability means that special packaging conplying
with the standards can utilize nobdern nass production and
assenbly line techniques. Packaging is appropriate when
conpl ying packaging will adequately protect the integrity of the
substance and not interfere with its intended storage or use.

a. Primary Product Containers

The primary product containers for all topical mnoxidi
products that the Conmission is aware of have continuous threaded

recl osabl e packaging. Al of these closures that the staff
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examined were CR and SF. Thus, it is clear that CR packaging for
primary product containers is technically feasible, practicable
and appropriate. (4)

b. Applicators

As di scussed above, topical mnoxidil packages contain
applicators -- droppers and/or netered finger nmechanical sprayers
intended to replace the original closures. Eight products
have droppers that are CR and SF. This indicates that such

droppers are technically feasible, practicable and
appropriate. (4)

The Conmmi ssion knows of eight mnoxidil products that
include a non-CR finger sprayer. Child-resistance for a finger
sprayer means that it nust be significantly difficult for
children to (1) renove the finger sprayer closure fromthe
container and (2) activate the finger sprayer nechanismto obtain
an amount above the regulated level. One packagi ng manufacturer
has devel oped a prototype CR netered finger sprayer applicator
whi ch the manufacturer believes can be nodified to pass senior
adult effectiveness testing in approximtely 12 nonths.

Additional tine may be required to provide commercial quantities
of this type of packaging. As discussed above, an applicator
that cannot be used as a closure does not need to be CRr. (4)

Three products for women also contain an extender to be used
with the finger sprayer. Under the proposed rule, when the
extender is attached to the finger sprayer, this applicator

mechani sm must be CR That is, it must be significantly
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difficult for children to (1) renove the conbined finger sprayer
and extender from the container and (2) activate the conbi ned
finger sprayer and extender to obtain an anount above the
regulated level. Currently no finger sprayers with extenders are
CR As noted above, CR/SF finger sprayer could be devel oped
within 12 nonths. Sone nodifications to the extender nmay be
needed so that it would operate with the CR finger sprayer. @

3. G her Considerations

I n establishing a special packaging standard under the pppa,
the Comm ssion nust consider the follow ng:

a. The reasonabl eness of the standard;

b. Available scientific, nedical, and engineering data
concerning special packaging and concerning childhood accidenta
ingestions, illness, and injury caused by household substances;

c. The manufacturing practices of industries affected by the
PPPA;, and

d. The nature and use of the househol d substance. 15 U S.C
1472 (b) .

The Conm ssion has considered these factors with respect to
the various determnations nmade in this notice, and prelimnarily
finds no reason to conclude that the rule is unreasonable or
ot herwi se inappropriate.

F. Effective Date

The PPPA provides that no regulation shall take effect

sooner than 180 days or later than one year fromthe date such

final regulation is issued, except that, for good cause, the
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Conmi ssion may establish an earlier effective date if it
determnes an earlier date to be in the public interest. 15
U.s.C. 1471n.

Senior-friendly special packaging is currently comercially
avail able for nost types of CR packaging. Primary product
containers for topical mnoxidil are already CR and SF. Most
droppers intended to replace the original closures are also CR
and SF. (One packagi ng manufacturer has devel oped a prototype CR
finger sprayer that the manufacturer believes can be nodified to
pass senior adult effectiveness testing in approximately 12
months. Additional time may be required to provide commerci al
quantities of this type of packaging. Mdifications to the
extender would likely require a simlar anount of time. Thus,
the Conmm ssion proposes that a final rule would take effect (1)
six months after publication of the final rule for primry
cl osures and dropper applicators and (2) 12 nonths after
publication of the final rule for netered finger sprayer
applicators and extenders,, The Conmm ssion also proposes that if
additional time is necessary to produce commercial quantities,
manuf acturers could request a tenporary stay of enforcement for
the finger sprayer and extender. A final rule would apply to
products that are packaged on or after the effective date.

G. Regulatory Flexibility Act Certification

When an agency undertakes a rul emaki ng proceeding, the

Regul atory Flexibility Act, 5 U S C 601 et seq., generally

requires the agency to prepare proposed and final regulatory
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flexibility analyses describing the inpact of the rule on snall
busi nesses and other small entities. Section 605 of the Act
provides that an agency is not required to prepare a regulatory
flexibility analysis if the head of an agency certifies that the
rule will not have a significant economc inpact on a substantial
number of snall entities.

The Commi ssion's Directorate for Econom c Analysis prepared
a prelimnary assessnent of the inpact of a rule to require
speci al packaging topical mnoxidil products containing nore than
14 ng of mnoxidil in a single package.

This assessnment reports that the staff is aware of 16
marketers of minoxidil-containing products. Ten of these are
manuf acturers, and two of the ten are small companies. (3)

As nentioned above, at the present tinme, the primry
packaging for all topical mnoxidil products is CR  Thus, there
wll be no additional cost to existing firnms to use CR primary
packaging. Firnms entering the market in the future wll find
readily available CR prinmary packaging at prices conpetitive wth
non- CR packaging. (3)

Simlarly, conpanies now using CR dropper applicators
intended to be used as closures will not incur any additional
cost. For other companies to switch from non-CR droppers, there
Is an estimated 5 cent increnmental cost of a CR dropper conpared
with a non-CR dropper. This cost is small relative to the retail

price of a mnoxidil product ($6-$30).(3)
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Because there are no CR netered finger mechanical sprayer
applicators or extenders currently on the nmarket, the staff has
no information on the incremental cost of senior friendly cr
finger sprayers and extenders.(3) Firms do have the option of
supplying only a CR/ SF dropper applicator. They also could
supply any type of applicator that is not intended to be used as
a closure.

Based on this assessnent, the Conmission prelimnarily
concl udes that the proposed requirenment for minoxidil products
woul d not have'a significant inpact on a substantial nunber of
smal | businesses or other small entities. The Comm ssion seeks
additional information on the possible inpact on small business.
H. Environmental Considerations

Pursuant to the National Environnental Policy Act, and in
accordance with the Council on Environnmental Quality regulations
and CPSC procedures for environnental review, the Conmm ssion has
assessed the possible environnental effects associated with the
proposed PPPA requirenments for mnoxidil-containing products

The Commission's regulations state that rules requiring
speci al packaging for consumer products normally have little or
no potential for affecting the human environnment. 16 CFR
1021.5(c) (3). Nothing in this proposed rule alters that
expectation. (3) Therefore, because the rule would have no
adverse effect on the environnent, neither an environnmenta

assessnment nor an environmental inpact statenent is required.
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I. Executive Orders

According to Executive Order 12988 (February 5, 1996),
agencies nust state in clear |anguage the preenptive effect, if
any, Of new regul ations.

The PPPA provides that, generally, when a special packaging
standard issued under the PPPAis in effect, "no State or
political subdivision thereof shall have any authority either to
establish or continue in effect, wth respect to such household
substance, any standard for special packaging (and any exenption
therefrom and requirenent related thereto) which is not identica
to the [PPPA] standard." 15 U S C 1476(a). A State or loca
standard may be excepted fromthis preenptive effect if (1) the
State or local standard provides a higher degree of protection
fromthe risk of injury or illness than the PPPA standard; and
(2) the St at e or political subdivision applies to the Conm ssion
for an exenption fromthe PPPA’s preenption clause and the
Conmi ssion grants the exenption through a process specified at 16
CFR Part 1061. 15 U.S.C. 1476(c) (1). In addition, the Federal
governnent, or a State or |ocal government, may establish and
continue in effect a non-identical special packaging requirenent
that provides a higher degree of protection than the PPPA
requi renent for a household substance for the Federal, State or
| ocal government's own use. 15 U.S.C. 1476(b).

Thus, wth the exceptions noted above, the proposed rule

requiring CR packaging for products containing nmore than 14 ny
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m noxi dil would preenpt non-identical state or |ocal specia
packagi ng standards for such mnoxidil containing products.

I n accordance with Executive O der 12612 (Cctober 26, 1987),
the Comm ssion certifies that the proposed rule does not have
sufficient inplications for federalismto warrant a Federalism

Assessnent .

List of Subjects iIn 16 CFR Part 1700
Consuner protection, Drugs, Infants and children, Packaging

and contai ners, Poison prevention, Toxic substances.

For the reasons given above, the Conm ssion proposes to

anend 16 CFR part 1700 as foll ows:

PART 1700-- [AMENDED]

1. The authority citation for part 1700 continues to read as
fol | ows:
Authority: Pub. L. 91-601, secs.|-9, 84 Stat. 1670-74, 15 U S.C
1471-76. Secs 1700.1 and 1700.14 al so issued under Pub. L. 92-
573, sec. 30(a), 88 Stat. 1231. 15 U.S.C. 2079(a).

2. Section 1700.14 is anended by adding new paragraph
(a) (28) to read as follows (although unchanged, the introductory

text of paragraphs (a) and (o) are included below for context):
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§ 1700.14 Substances requiring special packaging.

(a) Subs tances. The Conmi ssion has determned that the
degree or nature of the hazard to children in the availability of
the followi ng substances, by reason of their packaging, is such
t hat special packaging nmeeting the requirenents of § 1700.20(a)
is required to protect children from serious personal injury or
serious illness resulting from handling, using, or ingesting such
subst ances, and the special packaging herein required is
technically feasible, practicable, and appropriate for these
subst ances:

* * * * *

(28) Minoxidil. Mnoxidil preparations for human use and
containing nore than 14 ng of minoxidil in a single retai
package shall be packaged in accordance with the provisions of §
1700.15(a), (b) and (c). Any applicator packaged with the
m noxidil preparation and intended to replace the origina
closure shall also conply with the provisions of § 1700.15(a), (b)

and (c).

Dat ed:

Sadye E. Dunn, o
~ Secretary, Consumer Product Safety Conmi ssion
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